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I- The Ame ndments 

Applicants have canceled claims 4 , 5, 8-17, 32, 34 and 35 to promote prosecution 

efficiency, to more particularly define the invention and to obtain early allowance of patentable 
subject matter. However, Applicants do not acquiesce to any of the grounds for rejection of any 
of the now canceled claims that are supported by the specification, particularly on pages 8- 15 . 
Applicants, thus, reserves the right to pursue the subject matter in a later continuing application. 
Therefore, as a result of the cancellation, claims 1-3, 6, 7, 18-31, and 33 are presently pending. 
Support for adding amending claim 18 can be found in the specification at page 13, lines 22-23. 
Support for adding amending claim 27 can be found in the specification at page 13,' lines 15-19. 
Applicants assert that no new matter has been introduced as a result of the amendments. 

H. Formal Matters 

Applicants acknowledge that the present application was filed under 35 USC 371 and, as 
such, was not subjected to restriction. 

HI. Sequence Tiering 

Applicants filed a response to the Notice to Comply in a separate mailing dated May 22 
2000. ' 



W Rejection under ^5 U S r Q econd PaTaf Traph 

Claims 4, 5, 8-1 7, and 27-34 are rejected under 35 U.S.C. § 112, second paragraph, as 
being indefinite for failing to particularly point out and distincdy claim the subject which 
applicant regards as the invention. 

Tie rejections to claims 4, 5, 8-17, 32 and 34 have been made moot by lie present claim 
cancellations. For the remaining indefiniteness rejections to the remaining rejected claims, 
Applicants assert that the claims are definite. 

Hie Examiner indicated that claim 28 lacks sufficient number of elements to support the 



May-14-01 H : 26 From-The Scripps Research Institute OPC/OTD 858 7B4 9910 T-287 P. 005/011 F-B51 



Serial No. 09/194,889 a 

October 20, 2000 TSRI 540. 1 



preamble recitation fc . ^position. ApplicaDts ^ ^ ^ fc ^ 

PtaealtCta *Ph™aceutically acceptable excipienr". Tnus, ^ claim 

contains the requisite elements to be a composition. 

He Applicants also direc the Examiner to claim 33 which is not a kit but rather a 
memod; therefore, the indefiniteness rejection to akit with claim 32 is not appiicable 

Claim 27 was rejected as being indefinite tor reciting the phrase "condition characterized 
by OB resist. While Applicants consider this phrase to fc* definite and be supported by 
wntten description on specification page 13, lines 15-23, Applicants have amended the phrase to 
reeue the biological basis of OB resist ma, results in the necessity of increasing or inducing 
OB receptor expression, the resui, of which is achieved in the present invention with the dauned 
OB receptor inducers. Thus, claim 27 is definite in characterization of the patient population for 
which treatment is applicable. 

In view of the above comments, along with the amendments to the pending claims 
Apphcants believe thar the re^ons for indefiniteness W bee, overcome. Applicants ' 
respectfully request that the rejections on this ground for pending claims 27-3 1 and 33 be 

withdrawn. 

V - Ration fflidrr3Sn.<;r 410 First Piin.^.pl, 

Claims 15-18, 20-24, 27-3! and 34-35 are rejected under 35 U.S.C. , 11 2. first paragraph 
as contamutg subject matter which was not described in me specification in such a way as to 
enable one skilled in the art to which it pertains, or win, which it is most nearly connected to 
make and/or use the inventioa Applicants respectfully traverse mis rejection 

The rejections to claims 15-1 7, 34 and 35 have beenmade moo, by the present ciaim 
~>ons. Apptican* however mainuin ma, the cancelled claims are enabled as supported in 

= speculation - previous* sated and Applicants reserve the right to pursue tire canceUed 
subject matter in a continuing application. For the rernaining enabiement rejections to me 
remaning rejected claims, Applicants assert mat me claims are enabled 
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TbeExanunerrejectedclatas UrnA^^t^^^^ 

enable treatment of obesity ^ my 0B ^ ^ ^ 

contends that expression fc nnpredicfcble. ApplicanB cmKnd cMyeKeiy ^ 

compounds incMng cy^es « taown „ oM of ^ ^ ^ ^ ^ ^ 
P-on would consider ft. invent reasoaaUy „ ^ ^ ^ ^ . ^ 
~* b, evaluated ^ methods of m ^ m 

cmbtnauon of compounds ft. could ino.ce OB receptor expression encompassed by J 

•tan, Tie relevant inquiry in d«ng ^ . paIticular ^ . 

^ctficanon is whether the ^cation ^ „ ^ ^ 

matter . ft, cUim as to enabic one skffled in the m I0 n^ md ^ ^ 

Moore, 169 USPQ 236 239 frrpi ion t . w 

perform*,* . assay, ft, w it would fc ^ fc ^ rf m ^ 

btrZol"" T PteC ^ ~ 10 inducers ^ - as disclosed 

Wer Co. , E. I duPontde Nmmrs * Co., 224 USPQ 409, 4.3 (Fed. Cir „ 84 ) 

1T.US AppUcan.arguefta.theclaims „ and 20-24 are enabled and supported by the 

* c " ecifica ^ Ho ^ w ^~-^^: ft bec,L 

31. The Exarntner nas rejected the feher claims on 4. same grounds in that ft. use of any 
cytolone B .nducing expression of the OB receptor is e,ually unpredictable. The specification 

cbaraceLtT ^ ^ " " ^ " "»*»"»■ ° f «*- 

~» here, for providing ^ m ^ specification » 
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originally drafted. Tnus, ^cants asser, tha,the claim is enabled as ^ ^ ^ 

presently amended. 

^^^fc^g^^t, or an.ento^.AppU^ts contend^, the 
tenons have been overcome and respectfully „ quest ^ fte fc 

lo the pending claims 1 8, 20-24 and 27-3 1 . 

W 4a *a»ed Region, under ^ n ^ , , 02rM ,,„„ „, 

A. Claims 8-14 and 15-17 are rejected under 35 U S C SMVJfMa k ■ 
bvnrii.th..H ™«rJ3 u.a.u & 102(b) as being anticipated 

oy, orinthealtemanve, under 51 03fal « k»;„„ • „ . . 

S 1 3W 25 ^ ob ™ ,K ° vet F n«taan et al. ("309), Grunfeld et 
al,Pelleymounteretal.orHalaasetaI. ™™« 

Tne rejections to claims 8-14 and 15-.7 have been made moo, by the present claim 
a^ " ta —--*-'~ — smarter maconnnuing 

B. Claims 33-35 are rejected under 35 U.S.C. f 102(b) as being anhcipated by or in 
mealternanve.under^OSCaJasbemgobviousoverFriedmanetal (-309) 

™e rejections to claims 34 and 35have been made moo. by me present claim 

Z^T^^^^^^"™ -the 
IpptlT^ — 

pro, ■ F ~ 33 - aeE ~ C ° n ^ teFri ^^-^-^odies to meOB 
of associated ^ me 0B ^ ^ n ^ ^ 

^^■ —^closes the maraud use ofan OB an ab od yfor screening patien. 
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«gue to to rejection for anticipation as we.1 as obviousness ^ „ ^ rf ^ 

absence of any teachings „ suggestions in Friedman e, al. encompassing the present invention as 

recited in claim 33. 



C. Oaims 28-31 arc rejected under 35 U.S.C. §1 02(b) as being anticipated by or in 
the alternative, under $103(a) as being obvious over Grunfeld e. al. 

Ihe Examiner contends to Grunfeld et a!, teach to "endotoxin and calcines induce 
*e expression of ,eptin,OB in response to infection" and therefore -anticipate or render obvtous 
*e etas tor a composition of the OB protein and a cytokine" despite use intentions 
Apphcants direct the Examiner to the teachings in Grunfeld e, al. where the cordon of 
treatment win, either endotoxin or a cytokine ^ in an increase in leptin expression 
NowW m tie pubheation does Grunfeld teach or remedy suggest to a OB protein wouid be 
usefU, „ cation with endotoxin or a cytokine as daimed in the present invention 
Apphcants direct the Examiner to specification pages 22, line 9 continuing to page 24, Bne 6 
where mrce treated with bo* OB protein and « ,os, weigh, Onmfeld e, al. pubKcation 
does no, dtsclos. or suggest the use of bom inducerand OB protein to facilitate weigh, ,oss 

withd. ' " ^ mtiCiParim » ~* " «**— be 

wttiutawn B vtew of me absence ofany teachings or suggestions by (Weld et a, in 

encompassmg the present invention as recited in claims 28-3 1 . 

D. Claims 1-7, ,8-26, 27, 28-3, „ rej ec ted under §1 03(a) as being obvious over 
Grunfeld etal. Apphcants respectfully traverse mis rejection. 

TT* Examiner contends to since G™feld et al. teaches the induction of OB protein in 

«ne or m conjunction with the inducers to regular energy metabolism during an 
inflammatory response associated with the OB protein. 

Applicants point « that tie cited an does no, suggest the use of OB protein as the 
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therapeutic agent with or without an OB receptor inducer to mediate energy metabolism in an 
inflammatory response. Grunfeld et al., as summarized above, report that OB protein increases 
as a result of endotoxin or cytokine exposure; the reference does not teach or suggest that the OB 
P rot ei n that results from endotoxin exposure could be separately used or used in combination 
w*h endotoxin or cytokines to ameliorate an inflammatory response resulting in survival thereby 
overcommg a deleterious response mat is caused by exposure to inflammatory agents such as 
endotoxin. 

Therefore, Applicants argue that the rejection for obviousness be withdraw* in view of 
the absence of any teachings or suggestions by Grunfeld et al. in encompassing the present 
invention as recited in claims 1-7, 1 8-26, 27, 28-3 1 

VII. Summary 

Applicants believe that a complete response is provided in the foregoing amendments and 
remarks to each issue and grounds for rejection and objection raised by the Examiner 
Applets submits that patentable subject matter exists with regard to the pending clauns and 
therefore respectfully requests favorable action and en*y of the presents Amendments and 
Response. The application 1S now believed to be in proper condition for allowance and early 
notation of allowance is earnestly solicited. Tne Examiner is invited to telephone the 
undersigned if it would be deemed helpful to advance the application. 

1 Daie 

hmily Hohhefc/ Reg. No. 40,652 
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La Jolla, California 92037 
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